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Remarks 

: By ,he present amendment, claim 28 ha, been amended; end claims 29. 31. 32, 34, 37, 

! 38. 40.3 46. Id 48-50 have been eenceUed wLhou, prejudice «• 5 «♦ are new,, added. 
^. • .ot « ^ft 4^ 44 46* and 51-54 are pending. 

i the rejections is respectfully requested. 

Priority 

Applicants note to Examiner s etarernen, regarding prton.y document U.K. 0024998*. 
I AppHcanHs in .be process of obtaining a copy of <hc prion* document and wi>, subnn, „ - due 
course. 

Specification Informalities 

The Examiner ha, noted.be recitarion of XLPitsoftwa^ program. Applicant 

^ respectfuLy submit d,a, ,1* XLFit program is well known in .he art and is wideiy avadab e. 

P„Te, one of ordinary axil, in me « would recogni,e tha, producbon of an.iacra is we., known 
I in <ba. art and does not require that the XL Fit program be used. 

i 

Claim Objections 

The Examiner has objected .0 claims 28. 39. and 47 for minor informalides. Applicant 
sub mi« 5 that Cairns 28. 39, and 47 have been amended .0 obviate the Examiner's objecnon, 

Claim Rejections ■ 35 VS C. S112, First Paragraph 

Claims 28, 33, 35, 39. 44, 45, and 47 s.and rejected under 35 O.S.C. 1. 12, firs. paragraph 
: toaHegedlyfai.ing.omeeubewnUendesenpdon^uimmentThisthisrejec.ionwdlbe 

• addled as it pertains to currently pending claims as amended. 

The Examiner asserts ma. .be claims contain subjee. mauer ma. was no. desenbed ,„ the 
: sp ec,flca.ion 1. such a way as ,0 reaaonabl, convey ,0 one of in the a* .bat the inventor at 
. the tin* .he applicadon was filed, had possession of the claimed invendon 

Examiner asserted that me specification docs no, teach fragments of SEQ D NO. and Uhe 
: pro pert,es of such .ragmen,, The Examiner further aHeges mat ,he spec,f,ca„o„ fads » reach 
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i th£ „ or re.evant identifying charaCeriStics °< °' ^ ™ "°* " 

1 ''^Applicant respectf* disagrees. Applicant submit, - *• *-» entitled, 

a, p. 1104, vol. 66, no. 4 (January 5, 2001) addresses .ho writren descriprion 
provision as follows (emphasis added): 

An applicant shows possession of the claimed invention with all us 
UmSons using such descriptive means as words structures 
d agraml and formulas that fully set forth the clajmed 
invention. ESSES *"* may be rtiir y p in a vanety of ways 
S M description of an actual reduction to practice or fe* 

: ^MlFtlnT A ; ''™ wag^readv for paten m P by the 

S^Jof drawings or ^i ^Si ^^^^ 
gt:,^ ^ complete, or by describing distinguishing 
c^e "sues efficient » show that the applicant was in 
possession of the claimed invention. 
Applicant notes that the specification discloses an immunogenic fragment of a BASBU1 
: pCypepride. that is a contiguous portion of the BASB1 1 1 polypeptide which has the same or 
; substantial me same immunogenic acrivty as the poiypepnde comprising me amino add 

sequence of SEQ TD NO:2. Tn addiUon, the specification further describes preferred fragments 
: including an isolated polypeptide comprising amino acid sequence having a, least 15 i « 
. contiguous amino acids of SEQ fDNO:2. Applicant submits mat Ul.se recitations of the 
immunogenic fragments, coupled with the disdosed amino acid sequence of SEQ ID NO:2 
establish possession of ,he invenrion by showing that the invenrion was • ready for patenting by 
' fte disclose* of structural chemical formuias that show the invention was complete. 
' Accordingly, reconsiderarion of the Wrincn Description Requirement rejection under 35 C.S.C. 
1 12, 1 1 is respectfully requested. 

Claim Rejections - 35 U.S.C §112, First Paragraph - Enablement 

Claims 28, 33, 35, 39, 44, 45, and 47 stand ejected under 35 U.S.C. § 1 12, first paragraph 
' based on an assertion that the specification, while being enabling for a polypeptide compnsmg 
the seouence of the amino acid SEQ ID NO: 2 and a fusion protein comprising the amino ac.d 
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1 _ SEQ » NO:2, do« not reasonably I"** <°' " *" 

anahled Id described by the specification. The specification of me — • ^f"^" 
' a full dfsclosure of the amino acid sequence of SEQ ID NO: 2 and the nucfcof.de sequence SEQ 
: roNO : ..whichencodesfhepo.ypeptideofSBQlDNO^. The spec! ficafion also prov.de 

: substantia, guidance ^producing polypepddc fragments and further disclosed —an. 
! te chn iq »esfo r pred»ein g po.ypeptide S .I.sboulda, S obeno«du 1 a t i.wasw.llw.d 1 ,n,he 

! Initios and m of one of ordinary «U In the an fo pfriduce polypeptides of various Sfaes ua.ng 
' re combi„an, techniques, especially when provided wi,h bofh the pofypepfid, , and nueU^de 
I sequencesofagivenprofein. Thus, d,e invenfion aa Called la fully enabled 

concerns regarding —d and unknown amino acids of SEQ ID NO: 2" are m.splaced. T 
claims of .he ins.a„. app.icaf.on clearly define fhc mefes and bounds of .he insfan, _ *- 
i$ u,e amino acid sequence SEQ ID NO:2; and immunogenic fiagmenfa of ar leas, IS conuguoua 
. amino acids of SEQ ID NO:2 wherein me immunogenic fragment induces an anubody or T-e 
! me dia,ed immune response fhaf recognizes me polypepfida SEQ ID NO:2. Thus, me alarms do 
1 „ encompass end unknown ammo acids of SEQ ID NO: T. A. minimum, ft. 

' specif.ca.ion caches fhe polyrcphde of SEQ ID NO: 2 and fragments .hereof draf induce an 
ilnune reS ponse. Tha. these fragmen. may o, may no, be distinguishable from each omer, as 
SKms ,o be a concern of fhe Examiner, is no, of importance as each of fhese fragment are 
: aucompasacd by me Insttn, invention, as one of ordinary ski., in me art would — <ely 
i recognize. As such, AppHcan, pufs for fha, fhe currenfly pending claims are properly enabled 
and described by fhe instant specification. 

With regard fo the unpredictability of protein chemistry. Applicant note mat the art has 
' recognized the difficult associated wifh procesaing of protein fragments, and has dev,sed 
: memods for overcoming inefficien, processtngof pro B fn fragmenfs in studies of human T-c 1. 
' ^onsiveness. These memods warn available . the «me of ft. fling of the insun, appf.cahon 
' a„ d u,erew,U,i»mepuwiewof.hoseof S ldllin,b=a«. For insfance, in Recce e, al J. of 

1993, 6,75-6184 (which was .fmebed as Exhibit A in AppUcanfs amendment of 
: 40MM) the difficulties associamd with inefficien, protein processing in connection w,m stud.es 
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I of T eel, responsiveness were recognized (p. 6175. 1 1). In Reece e, a!., me difficuluea of 
1 11 - overcome by synthesizing over.app.ng dodecapepudes on p,ns .o map 
! Poo, S of 2 Opep tt deaeae h we rcUS ed t o S , ro pli f y*e™ 

/irTnuT.U-^c^ayn^a^n^ofp.pUdea. and them.ua, screen 
aeooedonlytoassaysixtytosevemypools. Pools that generated sltong responses were 

: ^volmcd by assaying the members of me pool. The, such experimental «, a mulupm 
n^od * screen for antigens is ordinary in this an is illustrated in C^ent - 

: andRcece et a... 1727. rr/fm^l *« (^ous.y artachedas ExhtbuQ. The 
Examiner's concerns regaling -Mb** and unknown anrino ae.da of SEQ ID NO. 2 am 
misplaced. Thedaims of the ,„s,an, appheadon dearly define meme.es and bounds of the 
instant invention, that is the amino aeid sequence SEQ D> NO:2; and immunogemc fragments 

' at .5 contiguous amino aeida of SEQ ID NO:2 wherein the immunogenic 

an antibody or T-eoi, medial immune response that recognizes the * * 

Thus, .he cla,ms do not encompass ••unlimi.ed and unknown amino aads of SEQ B> NO. 

; Consequently, given the .cachings of the specification that includea the structural formula of 

: SEQ ID NO:2 and experimental methods well-known in the art a, the rime of filing, Applets 
assert that the claimed polypeptides are enabled. „„„„,. « 

,„ , ig h, of the above discussion, reconsideration and withdrawal of the rejecuon undo, 35 

U.S.C. § 1 12, first paragraph is respectfully requested. 

assertion mat the specification does not prov.de the proper guidance for one of sk„, m the an to 
make and/or use the claimed invention. 

Applicant reapeetfolly disagrees. Claims 28 and 44-45 am direCd to vaeemea 
comprising the polypeptide of 28. m insum specification provides .he proper gu.dance that 
: r^iorrwoo.dnee.ino.er.omake.bee.aimed.nvenfion. 
: ,7-42 me specification provides ample .cachings .hat one of skill in me an would undersmnd aa 
'fully enabhng said claims. Furthermore, one of skill in the an would recogniae that .he 
experimentation required to make me invention o, Cairns 44^5 is well within me notmal 
• ex^rt— in mis am of making vaccines. Th,s is My supponed by .he McM,ehae, 



8 



PAGE 1 1/14 4 RCVD AT 2/16/2005 2:58:18 PM [Eastern Standard Time] * SVR:USPT0-ff XRF-1/4 * DNlS:8729306 * CSID:202 261 3333 * DURATION (mm-ss):0342 



EB. 16. 2005 3:01PM DECHERT LLP NO. 8473 P. 12 

Serial No.: 10/018,672 
Docket No.: BM45395 

« cue by M a—- «s -fc- i-y — « - ° f ski " * * ~ 

• , ^ i •„ this reference defines the exact type ol 
test ooteniial vaccines in animal mode), in effect this reierenc 

Z — n ft* on, would nccesaatfly perform. Thus. this type of expe— on - * 
ZILd W. APPU- re,ues.s withdraw, Of ft* rejection under 

35 U.S.C. §112, first paragraph. 

Claim Rejection* - 35 O.S.C. S112, Second Paragraph 

Claims 45 stands reject* under 35 U.S.C. 5.1 12, second paragraph as being indchnne for 
failing to particularly point out and distinctly claim .he subjec matter of the <™ 11M|S of 
SpecLny, the Office Action posits tha, Cairn 45 is vague, and that the me.es and bounds of 
• one Cher antigen" in claim 44 is difficult to understand 

Without conceding the correctness of the .ejection, Applicants have amended clatm 45 o 
more panicularty and distinctly Cairn the subject matter of the invention. Reconsideration o, the 
rejection under 35 U.S.C. SI 12, second paragraph is respectfully requested. 

Claim Rejections - 35 U.S.C. 1102(b), Christen*™ et a). 

Claims 28, 30, 33. 35. 44, and45 stand rejected under 35 U.S.C. 1102(b) for allegedly 
fceiug anticipated by Christensen c. a, In padtcuiar. the Office Action asser* that Chnsteneen ct 
TdLoses outer membrane protein from who.e ce„ iysatc preparations from R mentn,^ 
The Office Action notes that monoclonal antibodies were produced by immuntztn mtce w„h the 
OM preparation. The Office Acton assert, that the disclosed composition, i.... whoie ce 
JTL Morula «— inherent* comprise the amino acid sequence as se, forth ,n 

Appltcantmspecnuny disagrees. A clalmisan,icipa«edon, y , f cac h andevcryc,emen,.s 
M JL cpres* « inherent* described, in the reference, oca MPEP 2, 1. Mo^he 
„ tnvention must be shown in aa complete detai, aa is contained in the Cam, Applman, 
s „b™ts that CM— e. a., dees not identical,, disclose isolated polypepude as Canned, 
espeeiafiy in iightof the fact ,ha, ftere ia no diaCosure mgarding amino acid sequences m the 
dl et a), tetetence.. ChHslensen e, a>. does not anticipate or even suggest the mve „on 
. pmsenrty Catmed. Accortingiy. reconsideration of the .ejection is raapectfirlly rented. 
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Claim Rejections - 35 U.S.C. §l02(b), Murphy et al. 

Cairns 28, 33, and 35 stand rejected under 35 U.S.C § 102(b) for aHe g edly being 
; anticipated by Murphy et al. The Of.ce Action posits that the amino acid sequence tau g ht by 

; Breton anticipates the claimed invention. ^ „ 

Without conceding the concerns of the rejection. Applicants have amended cla ms 28, 
! 33 andJStomorepaniculCypotntoutthe^enccsofthe invention. The claimed .sola* ,s 
I no', disclosed or suggested by Murphy e, a,. According*, teconsideratioo of the ronton ts 
respectfully requested. 

Claim Rejections - 35 VS.C. 1102(e), Breton 
Claims 28. 33. 33. 39, 44. 45. and 47 stand rejected under 35 O.S.C. 1 102(e) for allegedly 
being anticipated by Breton. The Office Action posrts that the amino acid sequence taught by 
! Breton anticipates the cfaimed invention. ,. 

Without conceding the correctness of the rejection. Applicants have amended clatms 28. 
' 33 35, 39, 44, 45. and 47 to more patticularfy point out the sequences of the invention. The 
: rfJimediso^isnotdisclosedorsuggestedbyBretonAccortngly.reconsiderattonofthe 

. rejection is respectfully requested. 
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Conclusion 



Applicant believes this response to be a full and complete response to all outstanding 
rejections in this application. As the application is believed to be in condition ~ance 
' Applicants respectfully reouest a Notice of Allowability. The Examiner ,s invued to contact the 
undersigned representative should any further issues arise 



Respectfully submitted, 



DECHERT LLP 



John W. Ryan 
Reg. No. 33,771 

Thomas M. Haas 
Reg. No. 50,210 

Dechert LLP 
17751 Street, N.W. 
Washington, DC. 20006 
Telephone (202) 261-3375 
Fax (202) 261-3333 
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